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Dear Mr. Noble:

During an inspection of your drug repackaging operation in Burnsville, MN, on
June 25, 1997, an Investigator horn the Food and Drug Administration (FDA)
found your firm to be operating under significant deviations horn cumeiw Good
Manufacturing Practice (CGMP) regulations for drug products [Title21, Code ~

●

~, Parts 210and2H (21 CFR210and 211)].
I

1

Aspirin, acetarninophen, and pseudoephedrine hydrochloride are drugs within the
meaning of Section 201(g) of the Federal Food, Drug and Cosmetic Act (the Act).
Your aspirin, acetaminophen, pseudoephedrine hydrochloride are adulterated
within the meaning of Section 501 (a)(2)(B) of the Act in that the controls used
for the manufacture, processing, packaging or holding of the products are not in
conformance with CGMP regulations, 21 CFR210 and 211, as documented by
the investigator.

1. Packagingjproduction records speaficdy assoaated with a batch of drug
product are not maintained for at least one year after the expiration date of
the batch or three vears after distribution of the batch (21 CFR21 I. 1SO).d
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2. There are no dated and signed master production and control records for
each drug product which is to include a description of the drug product
packaging materials and a speamen of the label (21 CFR211 .186).

.

the identification of drug products with3. There are no written procedures for
a lot or control number that permits determination of the history of the
manufacture and control of the batch [2 I CFR 211.130 (c)].

4. There are no written procedures for the inspection
labeling areas to assure that all drug products have

of the packaging and
been removed horn

previous operations and to assure that packaging and labeiing materials not
suitable for subsequent operations have been removed [21 CFR 211.139
(e)] .

—__—
5. There are no written procedures. which cover the

storage, handling, sampling, examination amVor
packaging material [2 1 CFR 211. 122(a)].

receipt,
testing

identification,
of labelinz and

6. There are no written
CFR211.125 (f)].

procedures for controlling the issuance

u

of labeling [21

This letter
operations

is not meant to be all
relating to your recall

inclusive. The
of EZY-DOSE

inspection focused on the
Convenience Packs of the above

drug products. It is your responsibility to ensure adherence to each requirement
of the Act and regulations relating to these and all other regulated products.
Conformance with the Act and regulations could prevent recalls in the future.
Failure to comply with all the requirements of the Act may result
action including seizure and/orinjunction without further notice.

in enforcement

agenaes are advised of the issuance of allFederal
that they may take this information into account
contracts.

Wamin~ Letters about drugs so
when considering the award of

.5 workirw davs of recei~t of thisWe request that you advise us in witing within 1
letter of the specific steps you have taken to correct the no;ed ~olations.L If
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conective action cannot be completed within the requested time-kame, you must
promptly inform this office of the reason for the delay and the time when each
violation will be corrected.

Your repiy should be addressed to Acting Compliance Officer Rhonda L. Mecl at
the address indicated on the letterhead Ms. Meci maybe reachedat(612) 334-
41OOX 159.

Sincerely,

&&.
Acting Director
Minneapolis District

RLM/ccl


